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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

THE REPLY FILED 08 October 2003 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE 
Therefore, further action by the applicant is required to avoid abandonment of this application. A proper reply to a 
final rejection under 37 CFR 1.113 may only be either: (1) a timely filed amendment which places the application in 
condition for allowance; (2) a timely filed Notice of Appeal (with appeal fee); or (3) a timely filed Request for Continued 
Examination (RCE) in compliance with 37 CFR 1.114. 

PERIOD FOR REPLY [check either a) or b)] 

a) ^[j The period for reply expires 3months from the mailing date of the final rejection. 

b) □ The period for reply expires on: (1 ) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In 

no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection 

ONLY CHECK THIS BOX WHEN THE FIRST REPLY WAS FILED WITHIN TWO MONTHS OF THE FINAL REJECTION See MPEP 

706.07(f). 

Extensions of time may be obtained under 37 CFR 1 .136(a). The date on which the petition under 37 CFR 1 .136(a) and the appropriate extension 
fee have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate extension 
fee under 37 CFR 1 .17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally set in the final Office action; or 
(2) as set forth in (b) above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even if' 
timely filed, may reduce any earned patent term adjustment. See 37 CFR 1.704(b). 

1 0 A Notice of Appeal was filed on . Appellant's Brief must be filed within the period set forth in 

37 CFR 1.192(a), or any extension thereof (37 CFR 1.191(d)), to avoid dismissal of the appeal. 

2. D The proposed amendment(s) will not be entered because: 

(a) □ they raise new issues that would require further consideration and/or search (see NOTE below); 

(b) □ they raise the issue of new matter (see Note below); 

(c) □ they are not deemed to place the application in better form for appeal by materially reducing or simplifying the 

issues for appeal; and/or 

(d) □ they present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: . 

3. D Applicant's reply has overcome the following rejection(s): See Continuation Sheet . 

4. D Newly proposed or amended claim(s) would be allowable if submitted in a separate, timely filed amendment 

canceling the non-allowable claim(s). 

5.IEI The a)D affidavit, b)D exhibit, or c)IEI request for reconsideration has been considered but does NOT place the 
application in condition for allowance because: See Continuation Sheet 

6. Q The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newly 

raised by the Examiner in the final rejection. 

7. D For purposes of Appeal, the proposed amendment(s) a)D will not be entered or b)E] will be entered and an 

explanation of how the new or amended claims would be rejected is provided below or appended. 

The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: . 

Claim(s) objected to: . 



Claim(s) rejected: 1,4-14,17-19 and 21-25 . 
Claim(s) withdrawn from consideration: 



8. p The drawing correction filed on is a)D approved or b)D disapproved by the Examiner. 

9. D Note the attached Information Disclosure Statement(s)( PTO-1449) Paper No(s). . 

10O Other: 
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diseases. This intended use is considered to embrace a broar f Jron! tmLJ I U 6 1 by P - acnes - and methods of treating said 
infections to completely inhibiting or curing an ^disease caused t?KS£n5ffj£!? n0 ° f S 1 * 88888 Caused b * Pac " es 

example in an animal model in which a signK ^S^^S^i!^ B r ™^ The s P ecificati °" teaches a working 
vector encoding P.acnes lipase prior to inlSolf^nZ. -^SSSS^S^S^^S ™? J***? '■ m W " h ™ adenovira 
and does not teach a complete cure or total prevention Applicant *S3SS?»,?Sf»E™? ! ment ° f any disease other than acne - 
pages 12 and 13 of the response, Applicant considere the SwanSrftJ^ en l ab,ei T ent re J ec * lon at P a 9 e s 1 1-19 of the response. A 
unpredictability in extrapolating the resuS ^ <? v the Examiner to demonstrate th 

argues that McCluskie addresses only naked DNA vaccine f^KiS mS?£rS^^? 9 l & 0b amedin humans - Applicant 
support the rejection. This is unpersuasive b^^^j-Tl^^S^X^ condu ? es that McCluskie cannot 
naked DNA vaccines. Furthermore, Applicant has provided no evidence o rUl TJl 3 Wa] V6Ctor and clearlv encompass 

true for virus mediated vaccines as well evidence or reason to expect that the results in McCluskie would not hold 

SrASffl va.ue due to serious flaws in experimeta, 

indicates that the doses used in mice are f ^ USed Applicant notes that McCluskie 

McCluskie cannot substantiate the view thffiK^^ H App l icant Mdes that the results ' 

unpersuasive because Applicant has presented no data tn inntfto th !5 1 DNA . vac f nes do not predict similar results in humans. This is 
experimental mammals. While McC, u T^ in other large 

ability to extrapolate mouse results to humans and Zer orimates ^™ %«• E provided a P |ausible explanation for the lack of 

waS^ 
d ec& 

proof that those of skill in the art do not oS^^S^nTd ^S^Si m ° S ' Applicant concludes that thi * is 

unpersuasive because the issue of of enabtemert of the Sms iSS^^f ^T" hUma " Ce " S ""Parable. This is 
in humans in vivo. Instead the Lue whe S or no one^anTnhS T.l^T M ^ ° f " 0t ° ne Can transfect and e *P ress Plains 
acid molecules encoding P. acnes lipase. ApplS^^ ° dlseases f caused b V Pacnes by delivery of nucleic 

result, and has presented no evidence that me Estate of fte^^^SriSS^ on * of the se 509 trial has led to a a therapeutic 
At pages 15 and 16 Applicant argues that the Routes of ^3mJiIffi^S^*^ P f < ? extra P olatin 9 mouse results to humans, 
upon McCluskie at pages 289-29o"trK th h e da,ms are enabled ' For su PP ort A PP«cant relies 

indciate that success was obtained by any of these indicated in McCluskie does not 

route of administration "influences the strenqth and na S of ?m™ .nf™™ 9 f McC,u ! kie are as stated in the rejection, i.e. the 
in mice were not always predictiv of ^"nlSSJew aS ftte Ki^^h " on - human Plates. However, the results 
schedule will most likely vary bel^^S^sZ^Sl^^r^I^ f S 38 We "- ° ptimal dose and immunization 
humans, thus additional studied ^are required ' lKSS?iKnM^ "on-human primates will be predictive of results in 
subcutaneous, and intraperitoneal sSZ inject^ ™! uding ^venous, intramuscular, 

transcutaneous route (gene gun). The results Sated ftn* ^^^,?t m ? d , 0ra1, ° CU ' ar ' inhalatlon - and intrarectal routes, and one 
and intradermal injection, as wel as by gene gin none of tti^n wSSf^l' immuneres P° nse s were obtained by IM, IV, sublingual, 
on page 291. This is objective evidence that Se ro^te of DnI ZvXa routes 9ave nse to an V antibodies. See abstract, and Fig. 1 
and that the results obtained by £? ocu a inha lation and^traS 68 ^ T!"S 0086 ° btained in genetic immunization 

the contrary. For example Applicant has no taTri ST. routes are unpredictable. Applicant has presented no evidence to 
conclusions of McCluskie P ed l ° a " y PaSSSa9e In Lewis (1999 > that P rovides any contraindication of the 

cSZs is 7 no?a P t^^^ that *• claimed vaccine can treat P.acnes-related 

specification enables the bread^^^ b * elated to humans, and whether or not the 

results can be extrapolated, i e tha the modet ^^J?cceK,S2f!?H TV + ApP J « ant haS presented no evidence that the 
Physiology are insignificant in the context of L invention S aS2,?"'S h ' V*? the drfferences betw een mouse and human 
expect to be able to completely inhSofcuJe X ^aSSS^cS^" Pr6Sented n0 eVidenC6 that °" e ° f Ski " in the art would 

Applicant discusses to the written description rejection at pages 19-20 of the rejection 

including the one used in the working example Apo can^ ^ssertJ'^ 9n ?f ? h 86 the S l quence of any ,ipase aene or Polypeptide 
example is identical to that known in th prio art bu? hS ^^t^,^^^" 86 * hat A the " pase 9ene obtained in the w ° rkin 
art taught a sequence of a P.acnes lipase one of sk II Tn t£!S S In uns ".PPp rted bv evidence. Applicant argues that because the prior 
a vaccine comprising any partSar P acne^ that sequence. However, the claims are not drawn to 

of a lipase derived from P.acnes Tt^StSn^S^^^ embrace any naturally exiting, or recombinant^ produced variant 

acid constructs-. This is im^Jk^S^S^^SS^TS^ £ S '"* doe8 ? °? m|lrise "senetically engineered nucleic 
genetically engineered construct. Hie nuSfcSddSkX^^rf^Il^" ""^ ^ ths veotor ^ fr ° m "V 
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